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DETAILED ACTION 

Receipt of amendment and remarks dated 10-13-06 is acknowledged. 
Claims 1,4-6, 8-9 and 11-13 are pending in the instant application. 

Response to Arguments 

Applicant's arguments filed 10-13-06 have been fully considered but they are not 
persuasive. 

The following rejection of record has been maintained : 

Claim Rejections - 35 USC § 102 
1. Claims 1, 9 and 11-13 are rejected under 35 U.S.C. 102(b) as being anticipated 
by US 4,824,938 to Koyama et al (Koyoma). 

A complete text of the rejection under this statute can be found in the previous 

action. 

RESPONSE: Applicants argue that Koyoma do not state that the composition is an 
intact single dosage as required by the amended claims and instead uses the product 
for intravenous or intramuscular injection or as a test reagent, suggesting the need to 
convert the product into a liquid before administering. Applicants' arguments are not 
persuasive because according to the instant invention the instant composition is 
obtained by freeze-drying a solution in a mould to form a desired shape. Koyoma 
precisely teaches the same method. Further, according to the instant disclosure as well 
as claims (claim 9), instant composition further comprises a therapeutic agent, in 
addition to the polymer, pullulan. Koyoma also teaches therapeutic agents such as TNF 
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and IFN. In addition, Koyoma teaches the composition not only for intramuscular, 
intravenous but also for tablets. Thus, even though the reference does not disclose "for 
oral and buccal administration", which is an intended use and not a positive limitation, 
the composition of Koyoma is capable of being administered by the claimed route 
because Koyoma teaches a tablet form, which does not require the conversion of the 
freeze-dried product into a liquid form. 

With respect to the argument regarding a "shaped body", the arguments are not 
persuasive because instant claims do not state a particular shape, nor do they exclude 
the argued "abstract" shape. Thus, Koyoma et al anticipate instant claims. 

2. Claims 1, 9 and 11-13 are rejected under 35 U.S.C. 102(b) as being anticipated 
by JP 53012417 (JP). 

A complete text of the rejection under this statute can be found in the previous 

action. 

RESPONSE: Applicants argue that JP does not teach that its composition is an intact 
single dosage form and only teaches how to prepare the drugs without any reference to 
whether the listed steps are complete or how the product of the listed steps would be 
used. It is argued JP fails to teach that its composition is for oral or buccal 
administration and is ambiguous on how the drugs should be administered. 
Applicants' arguments are not persuasive because the abstract of JP, though short, is 
very clear in that it states, indomethacin (drug) is dissolved in water and pullulan. The 
very next sentence or statement that the solution was freeze-dried implies that the 
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product is complete at that stage and the process involves only the steps listed in the 
abstract. With respect to the argument regarding "for oral or buccal administration", the 
limitation is an intended use and does not patentable weight. Further, the composition of 
JP comprises the drug indomethacin, which is capable of being administered orally. 
Hence JP anticipates instant claims. With respect to the argument regarding the shaped 
body, JP does teach freeze-drying the product and the very process results in a solid 
shaped product. As explained in the preceding paragraphs, instant claims do not specify 
any shape and applicants themselves admit that freeze-drying can be carried out in any 
container of any shape, which is inclusive in the instant claims. 

Claim Rejections - 35 USC § 103 

3. Claims 4-6 and 8 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over US 4,824,938 to Koyoma et al (Koyoma). 

A complete text of the rejection under this statute can be found in the previous 

action. 

RESPONSE: Applicants argue that Koyoma suggest s different additives than those 
claimed in the instant application. It is argued that the internal or external treatments or 
tablets contemplated by Koyoma are compositions that do not include pullulan and 
those that include pullulan are for test reagents, or for injection. Applicants' arguments 
are not persuasive because Koyoma teaches that the dry solid composition is prepared 
by freeze-drying and the suggested forms include for internal and external treatment 
(abstract and col. 6, L30- 33). With respect to the argument regarding the coloring and 
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flavoring excipients of claim 6, Koyoma does not teach the claimed excipients. 
However, Koyoma suggests adding excipients before preparing the dry solid that can be 
used as a tablet or a test reagent or for injection. Thus, choosing an appropriate 
excipient (which is by definition not an active agent), without affecting the solubility or 
the efficacy of the final composition would have within the scope of a skilled artisan 
because it is conventional to include flavoring agents or coloring agents in tablet art 
improve the appearance and impart flavor to the dosage form. 

THIS ACTION IS MADE FINAL Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1 . 1 36(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1.136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the mailing date of this final action. 

Any inquiry concerning this communication or earlier communications from the examiner should 
be directed to Lakshmi S. Channavajjala whose telephone number is 571-272-0591 . The examiner can 
normally be reached on 9.00 AM -6.30 PM 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's supervisor, 
Thurman K. Page can be reached on 571-272-0602. The fax phone number for the organization where 
this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent Application 
Information Retrieval (PAIR) system. Status information for published applications may be obtained from 
either Private PAIR or Public PAIR. Status information for unpublished applications is available through 
Private PAIR only. For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic Business Center (EBC) 
at 866-217-9197 (toll-free). 

Lakshmi S Channavajjala 

Examiner 

Art Unit 1615 

December 29, 2006 |\ p. 




PRIMARY EXAMINER 



